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Tt bad recently come La my nttentirm that the FDA has proposrd a new palicy regarding the regulation of 
reprocessors of single use medical dcviccs. As n thcrepeutic cnd~opistlgastroentataalrtgisr who trained 
using such de&es, 1 do believe thae i9 n potential role for such devices. However, I can dSo state based 
an my owtr cxperiencc, that such quipfnmt has, on occasion. failed Lo pertorm, adthing to preecdofe ttmc 
and patient risk As the Dircctar of a busy endoscopy suite which specializes in co@icatcd endoscopic 
procedures, I am also acutely aware of cost consid~alions which make the reuse of single USC dcviccs 
appealing As the crux of the issue is the provision of sak and tfftctivc medical rare to petit+ 1 atton@y 
support the FDA’S cfTorts to increase regulation of reproccssms of such equipment. I do questron whet& 
the new policy is adequate to meet the h*al of ensuring patent satity. 

‘Ihis is ran arca of obviously competing self interests of hospitals, mnnufeautets, and rcpro~~sr~s in 
which much vcrbmge, but little bc~unl data is available. 1 would have to concur with same that titbout 
such data, the reuse of disposable devices is akin IO humau cxperunentation without patient consent. I 
would eoconragc the F5A to take an aggressive, proactive approach IO this issue. This would hold 
teproces~~s to tbc same standard\ as those for reusable devices, while putting the onus ~1 the reprocessors 
to cnndud the clinical studies to document the safety and cf7icacy of the reprocessed devices. To dn less 
would put patiarts st unnecessary risk. Leaving open the option of changing the regulation wiil provide - 
tinaacial &cntjrc to Collect the necessary data, which for some d&u’s will dnoostratc &C safety and 
efficacy of reprocessing. Ws is not an issue to be rightly decided by the sctibbbngs of journalisIs. the 
rantings of corpwnte anomqls, or thcrq~itive dedaretims of medical misadventures. 


